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Pursuant to the directives of paper No. 8 (filed 6/26/02), claim 2 has been amended. Claims 
2-8 and 19-31 remain pending. Claims 19-22, 24-26, 28-31 remain withdrawn from 
consideration, however. Applicants have traversed this restriction. Applicants have 
argued that claim 19 includes the possibility of having two different solutions. This is 
entirely true. But the point made in the previous Office action is that claim 19 does not 
require that there be two different solutions. Claim 19 enocmpasses the possibility of 
having just one solution in which peptides (2.5 - 40 g/liter) and glucose are present. In 
addition, as indicated previously, claim 19 imposes no limits on the quantity of glucose that 
is present. Claim 19 would include a solution that contains glucose that is present at the 
picomolar level; and claim 19 would include, in the "first part", a saturated solution of 
glucose. Claim 19 does not actually require that any mixing take place, and claim 19 
does not actually require that the solution or solutions be used for dialysis at all. 
Notwithstanding the foregoing, claims 23 and 27 are now rejoined with the elected group. 
Applicants' arguments filed 6/26/02 have been considered and found not persuasive. 

Claims 2-8, 23, 27 are rejected under 35 U.S.C. §112 second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 

regards as the invention. 
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• ^^^^^^^^ 

What is meant by this. Does tms, oi 
are "one" amino acid long? 



Each of claims 



23 and 27 is dependent on a non-elected claim. 



f 35 USC §103 which forms the basis for all obviousness 
The following is a quotation of 35 USC ^ 

rejections set forth in the Office action: 

i s Sn 102 of this title, if the «^^£^^<*JL at the time the — 
P^^b^^^^^^T^^ wWch said subject matter pertain, 

i - 4r ne . nr ;nr art onlv under subsection (f) and 

Tto applicative^ 

USC 103,theexaminerpresumesthatthesubjectmarie ^ dence t0 me con trary. Applicant 
attetime'anyinventions covered ^™£^%L**ri^^«£ 

is advised of the obligation under 3 C-™- ^> to £ ^ fe order f t fc e examiner 

claim that was not commonly owned at th time ^aWen ^ ^ 35 usc 103 . 
to consider the applicability of potential 35 U.S.C. 

, 'i^TTSC SI 03 as being unpatentable over Okamoto (USP 
Claims 2-8 are rejected under 35 U.S.C. 



of Klein USP (5,039,609). 

-67) a peritoneal dialysis solution in which the 
0 f0.005-78 gAit e r,andthe P His5.5-6.5. preference 



4,880,629) in view 

Okamoto discloses (e.g., col 12, lines 66 
glucose is present to the extent 
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container which contains a peptide solution. 

K,ein teaches (e.g., eo. 4, line 2, + ) compositions comprising peptides for pen.onea, 
d ,a, y sis. in addition, the reference teaches (co. 12. line 40 + ) that the peptides can be 
"combined with any osmotical.y balanced aqueous solution [that is] appropnate...". Klein 
a,so does no, teach that the peptide solutions should be present in a container which ,s in 
proximity to a second container which contains glucose. 

Applicants have pointed to example 2 of the specification. In th,s example, is argued 
that if whey protein hydro.yzate is injected mtradermally, an allergic reaction ensues. It 
is also asserted (page 21, .as, line of text) that the experiments on the whey prote.n 
hydro.yzate demonstrate that the peptide mixture of Klein is no, clinically acceptable for 
dialysis. Firs,, the "Klein" document in question ,s no. identified, but even if it is the same 
as that drsclosed in USP 5,039,609, there is no experimental basis for the assertion on page 
2, , las, Hne of tex,. This is because ,he peptide mixtitres disclosed by Klein are qutte 
different from whey protein hydro.yzate per «. Thus, example 2 is no. relevant ,o ,h,s 
ground of rejection. Applicants have also argued that use of .he combination of glucose 
and peptides permit a lower quantify of peptides ,o be used, and .ha. adm.nism.tion of 
peptides in dialys.s can cause urenn, While fte poss.bi.Uy of such uremia has been 
sugg es.ed in .he prior ar, as a drawback in .he use of amino acids per «. applicant have 
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presented no evidence that uremia will occur when peptides are administered. 
Furthermore, the claims are drawn to compositions, not to methods of use. There is 
nothing to preclude the possibility of the compositions being used for occasional dialysis, 
or for dialysis over a short period of time such that uremia would not develop in any case. 
Applicants have also argued that by selecting a molecular weight within the range of 400-900 
D, immunogenic^ is minimized. However, Klein discloses (e.g., col 5, line 22+) a 
preferred weight range of 250-750 D. Accordingly, whatever immunogenicity is obtained 
(or avoided) should be about the same for the two respective solutions. 

Applicants have also argued that no more than 25% of the peptides should have a 
molecular weight less than 400. However, even if applicants are correct that claim 6 is 
distinguished on this basis, that arguement is irrelevant in the case of the remaining claims. 

As indicated previously, none of claims 2 or 4-8 requires that the two solutions be used on 
the same patient, or that their use be recommended by the same physician. In response 
to this, applicants have argued that an intended use limitation somehow distinguishes two 
solutions that are intended to be combined from two solutions that are not intended to be 
combined. Suppose that one has one bag containing glucose, and a second bag containing 
a peptide solution. Both of these bags are connected to the same stand (bearing at least 
two hooks), such as one commonly sees in hospitals. If applicants were to view these two 
bags, how would they distinguish two bags which are intended to be mixed, versus two bags 
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which are not intended to be mixed? To take another example, suppose that a chemist 
wants to carry out a reaction of the following form: 

A + B -+ C 

As it happens, the chemist is located in New York, compound "A" is sold by a chemical 
company in Missouri, and compound "B" is sold by a chemical company in California. 
So the chemist places orders for compounds "A" and "B", and a week later carries out the 
reaction. The question is, if applicants were to inspect the warehouses in Missouri and 
in California where the chemicals are stored, could they determine whether or not compound 
"A" was intended to be combined with compound "B"...? Or to take a simple example 
from everyday life, suppose that on a table in someone's kitchen, there two ceramic (or 
metal) containers, one of which contains hot coffee, and the other of which contains hot 
cocoa. Bearing in mind that some people like to mix coffee with cocoa, could applicants 
determine, by inspecting the two containers, whether or not they were intended to be 
combined? This intended use issue pertains to all of the claims, with the possible 
exception of claim 3. 

Essentially, applicants have argued limitations that are not in all of the claims, and have 
argued that example 2 is somehow relevant to Klein. Applicants are incorrect on both of 
these points. The rejection is maintained. 

Thus, the claim is rendered obvious. 
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a a «1T<?C §103 as being unpatentable over Okamoto(USP 
Claims 2-3 are rejected under 35 U.S.C. § IUj as o & 

■ f Klein USP (5 039 609), further in view of either of the following: (a) 
4,880,629) in view of Klein UbP 

Loretti (USP 4,997,083) ot (b) Larkin (USP 4,608,043). 

so , uti o„ mwW c h . h e glU cose,sp reS e„Uo th eex«o f 0.00 5 -78 g / lte ,a„ d .hepH,s 5 ,- 

6 5 Also as mdicated previous, y , Klein — - «• «- »*> — ^ 
compnsi n g pe,,aes f o t pe rit onea ld ,a ly s, « — <- 

[that is] appropriate...". 

, , linpc 1 4-241 that one compartment 
for mixing soiution, Lor.tr. a.so suggests (co, 1, Hues 24, 

■Ac Neither of Loretti or Larkin disclose the 
could house glucose, and the other ammo ae,ds. Ne.ther 

specific solutions recited in instant claim 2. 

effects, using the apparatus of Loretti or of Larkin. 

• a Apt ^ U S C §103 as being unpatentable over Klein USP 
Claims 2-8 are rejected under 35 U.b.L. 

(5,039,609) in view of Faict (USP 5092838) 
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^M^atpep^p^ean—e o VCTami „oac,a, F a,ct discloses (col 5, hue 

th ereof, in another. * reference does no, expHcdv teach the use of pepttdes in - 
^eof 5-SO^e, T „ us , ltW o,dhave b ee n „ b v,ou St osu bst «e t hepep«eso f K 1 e,n 

for the annuo acid, of Fa,ct ,n order ,o obtain the advantages d,sc,osed in Kle.n. 

• a A,r %s II S C §103 as being unpatentable over Klein USP 
Claims 2-3 are rejected under 35 U.i>.U ^ 

■ , „ vt a JSP 5092838) further in view of either of the following: (a) 
(5,039,609) in view of Faict (USF XJyz^o; m 

Loretti (USP 4,997,083) or (b) Larkin (USP 4,608,043) 

prevtousl, As — above, L orett, and La*in both dispose sterde eontatners wb.eh 

oon^prisetwodtfferentonantbersfornr.xinsso.tion, Lore* also suggests (coH, hues 

,4-24) that one compartment house glueose, and the other annuo aetds. Netther of 

Loretti or Larkin disclose the specifc solutions rected in instant c,a,m 2. 

ItW ou 1 dhavebeenobv,oustoeo m bine,heso 1 nt,onsofFaicta„dofK 1 e,nforadd,t 1 ve 

effects, using the apparatus of Loretti or of Larkin. 

* 

, a t l s r 8103 as being unpatentable over Klein (U.S. 
Claims 2-8 are are rejected under 35 U.S.C. s'03 as B 
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Patent 5,039,609) in view 



of Steudle (U.S. Patent 5,011,826). 



Also 



Klein does not single out glucose for this purpose. 

be combined with peptides in a 



can 



balanced aqueous solution...". 
Steudle teaches (eol 4, lines 5.-59) that glucose 

ion . Applicants have argued that hmdsight is required to combine 

the combination of glucose and peptides 



peritoneal dialysis solution, 
the references. However, Steudle does suggest 



aether with galactose); the medical prachoner would have been motivated , select the 
peptide mixture dtsclosed by Klein to obtain the advantages asserted theren, 
The rejection is maintained. 



No claim is allowed. 

An y inq u,ry concerning this —cation or earlier , j—h ons from the examhter 
should be dtocttd to David Lukton [phone number (703)308-3213]. 

A. inquiry of a genera, nature or relatmg to " **" * " 

to the Group receptionist whose telephone number ,s (703) 308 0196. 
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